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P-R-O-C-E-E-D-I-N-G-S 

(9:03 a.m.1 

CHAIR HENDRICKS: On the record. I'd 

like to call this National Mammography Quality 

Assurance Advisory Committee meeting to order. My 

name is Caralyn Hendricks and I'll be chairing this 

meeting with assistance from Dr. Charfe,s Finder to 

my right who is the Executive Secretary of the 

National Mammography Quality Assurance Advisory 

Committee. 

I note for the record that the voting 

members present constitute a quorum as required by 

21 CFR Part 14. We also have Dr. Miles Harrison 

participating in this Advisory Committee via 

telephone and he had some difficulty yesterday 

hearing the speakers particularly the speakers from 

the audience. So I'm going to ask again if 

individuals participating at the podium to please 

state clearly your first and last name and your 

affiliation. 

Now Dr. Finder is going to review again 

the Conflict of Interest Statement for the 

NEAL R. GROS 
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1 participants. 

2 EXEC. SECRETARY FINDER: The following 

3 announcement addresses conflict of interest issues 

4 associated with this meeting and is made a part of 

5 the record to preclude even the appearance of any 

6 impropriety. To determine if any conflict existed, 

7 the Agency reviewed the submitted agenda,and all 

a financial interests reported by the Committee 

9 participants. 

10 The conflict of interest statutes 

11 prohibit special ,government employees from 

12 participating in matters that could affect their or 

13 their employers' financial interest. However, the 

14 Agency has determined that participation of certain 

15 members the need for whose services outweighs the 

16 potential conflict of interest involved is in the 

17 

18 

19 

20 

21 

22 

best interest of the government. 

Therefore, waivers permitting full 

participation in general matters that come before 

the Committee have been granted for certain 

participants because of their financial involvement 

with facilities that will be subject to FDA's 

4 
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1 

2 

3 

4 

5 

6 

8 

9 

10 

11 

12 

13 

14 

15 

16 

17 

18 

19 

20 

21 

22 

5 

regulation on mammography quality standards with 

accrediting, certifying or inspecting bodies, with 

manufacturers of mammography equippent or with the 

professional affiliation since these organizations 

ir 

could be affected by the Committee's de~liherations. 

These individuals are Ms. Diane RinelIil, Ms. 

Jacquelin Holland, Dr. Debra Monticcialo, Mr. 

William Passetti," Dr. Mark Williams- and Ms. Jane 

Segelken. 

Waivers are currently on file for Dr. 

Carolyn Hendricks, Dr. Scott Ferguson, Ms. Carol 

Mount, Ms. Alisa G ilbert, Dr. Miles Harrison, Ms. 

Linda Pura and Ms. Melissa Martin. Copies of the 

waivers may be obtained from the Agency"s Freedom of 

Information O ffice, Room 12A-15 of the Parklawn 

Building. 

We would like to note for the record 

that if any discussion of state certifying bodies 

was to take place in any meetings of the Committee 

it would be a general discussion only, No vote 

would be taken and no consensus sought. In the 

interest of getting as many viewpoints as possible, 

COURT REPORTERS AMfJ TRP;NSCR@ERS 
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1 all SGEsincluding state employees would be allowed 

2 to partiiipate in the general discussion so that all 

3 viewpoints could be heard. 

4 In the event that the discussions 

5 involve any other matters not already on the agenda 

6 in which an FDA participant hasfinancial interest, 

7 the participant should excuse himself or herself 

8 from such involvement and the exclusion will be 

9 

10 

11 

noted for the record. With respect to all other 

participants, we ask in the interest of, fairness 

that all persons making statements or presentations 

12 

13 

disclose any current or previous financial 

involvement with accreditation bodies, state doing 

14 mammography, inspections under contract to FDA, 

15 certifying bodies, mobile units, breast implant 

16 imaging, consumer complaints and mammography 

17 equipment. 

18 CHAIR HENDRICKS: Thank you. Again at 

19 

20 

21 

22 

this time, 1 would like the members of the panel to 

reintroduce themselves for the record and for the 

audience. 

MEMBER PURA: Linda Pura, Clinical 

6 
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1 Coordinator, Los Angeles County Regional Cancer 

2 Detection Program. 

3 MEMBER HOLLAND:: Jacquelin Holland, 

4 

5 

6 

Program Director - Diversity Enhancement, James 

Cancer Hospital and Soloff Research Institute, 

Columbus; Ohio. 

7 MEMBER GILBERT: Alisa Gilbert, Office 

8 of Native Cancer Survivorship, Anchorage, Alaska. 

9 MEMBER WILLIAMS: Mark Williams, 

10 Associate Professor of Radiology, Biomedical 

11 Engineering and Physics, University of Virginia. 

12 MEMBER SEGELKEN: Jane Segelken, Breast 

13 Cancer Survivor, Ithaca, New York. 

14 'MEMBER MONTICCIOLO: Debra Monticciolo, 

15 Professor of Radiology and Section Chief of Breast 

16 Imaging at Texas A&M. 

17 MEMBER FERGUSON: Scott Ferguson, 

18 Diagnostic Radiologist from West Memphis, Arkansas. 

19 

20 

21 

22 

MEMBER RINELLA: Diane Rinella. I'm a 

Mammography Technologist and Consultant from 

California. 

EXEC. SECRETARY FINDER: Dry. Charles 

7 



1 Finder. I'm the Executive Secretary of this 

2 Committee. 

3 

4 

CHAIR HENDRICKS: Carolyn Hendricks. 

I'm a Medical Oncologist practicing in Bethesda, 

5 Maryland. 

6 MEMBER PASSETTI: Bill Passetti. I'm 

7 the Director of Florida's Radiation Control Agency. 

8 MEMBER MOUNT: Carol Mount, Manager of 

9 Breast Imaging and Intervention, Mayo Clinic, 

10 Rochester, Minnesota. 

11 .MEMBER MARTIN: Melissa Martin. I'm an 

12 Consulting Medical Physicist in Southern California. 

13 CHAIR HENDRICKS: Dr. Harrison. 

14 MEMBER HARRISON: Miles Harrison, Breast 

15 Cancer Surgeon, Sinai Hospital, Baltimore. 

16 CHAIR HENDRICKS: Thank you‘very much. 

17 As the last item of Committee business before we 

18 begin the meeting, I would like to read a brief 

19 

20 

21 

22 

statement addressed at the individuals .in the 

audience who make a public statement today. 

Both the Food and Drug Administration 

and the public believe in a transparent process for 

8 
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1 information-gathering and decision-making. To 

2 ensure such transparency at this open public hearing 

3 session of the Advisory Committee, the FDA believes 

4 that it is important to understand the context of an 

5 individual's presentation. 

6 For this reason, the FDA encourages you, 

7 the open public hearing speaker, at the beginning of 

8 your written or oral statement to advise this 

9 committee of any financial.re1ation~shi.p that youmay 

10 have with the sponsor, its product and if known, its 

11 direct competitors. For example; this financial 

12 information may include the' sponsorls payment of 

13 your travel, lodging or other expenses in connection 

14 with your attendance at this meeting. 

15 Likewise, the FDA encourages you at the 

16 beginning of your statement to‘advise this committee 

17 if you do not have any such financial relationship. 

18 If you choose not to address this issue of 

19 

20 

21 

22 

financial relationships at the beginning of your 

statement, it will not preclude you from speaking. 

Now we'll move into the open public 

hearing portion of this meeting ~by inviting to the 
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1 

2 

3 

podium Judith Wagner who is going to speak on 

Interventional Mammography Regulation. Ms. Wagner. 

The speakers will be confined to ten minutes. 

4 

5 

6 

7 

8 

EXEC. SECRETARY FINDER.: Before you 

start, I just want-to make mention* We no longer 

have ourtimer. So Lfm going to have to motion to 

you 1) If I start making signals. 

MS. WAGNER: Welcame. Tkiank you. Thank 

9 

10 

you all for having me speak today. As a nurse, 

breast cancer advocate and breast-cancer survivor. 

11 

12 

13 

14 

My advocacy.for quality breast care 

began two years ago when suspicious lesions were 

found on my yearly screening mammogram and a 

stereotactic biopsy was attempted by a surgeon who 

15 

16 

17 

could not localize my lesion and perform the biopsy. 

so I went to an accredited breast center where a 

diagnostic radiologist localized my calcifications 

18 without difficulty, performed-the biopsy and I was 

19 

20 

21 

22 

diagnosed with low-grade DCIS (Ductal Carcinoma In 

Situ). 

This began my quest of knowledge 

regarding the standards necessary to perform image- 

10 
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1 guided breast biopsies. Why did the hospital that I 

2 had worked in for 20 years' and trusted not have an 

3 expert in imaging doings my stereotactic breast 

4 biopsy? As a nurse, Pwas really unaware of the 

5 

6 

standards. X had worked 20 years in the ICU and 

went about life and didn't really realize what the 

7 standards were for performing these image-guided 

a breast biopsies. And after f found oust, I wanted 

9 other women to know what I didn't-know before they 

10 had this, experience. 

11 so I went the process of my DCIS 

12 treatment and I gathered information. I had 

13 hundreds of articles from the internet. I contacted 

14 my senators, my congressmen, SenatorJlikulski, the 

15 FDA, the ACR, Tommy Thompson who,was at that time 

16 Health and Human Services Secretary and I built my 

17 

ia 

19 

20 

21 

22 

knowledge base because this was going to be the 

biggest advocacy of my nursing career. 

I actually last week presented my talk. 

I have a PowerPoint presentation called I'Choosing 

Wisely: How to Make Informed Breast Biopsy 

DecisionsVV at the Milwaukee Athletic Club and I was 

COURT REPORTERS AND TRANSCRIBERS 
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1 

2 

3 

4 

5 

6 

7 

8 

9 

10 

11 

12 

13 

14 

15 

16 

17 

18 

19 

20 

21 

22 

sitting with one of the board members-who said, "And 

how do you get paid? Are you paid for doing this?" 

I said, "No, this is my mission in life. This is 

my mission to let women know before they get into 

this position where someone says you have a lesion 

or a suspicious mammogram and they go ballistic 

because I was that woman. I wanted an answer 

yesterday." Even though I felt I was a very strong 

woman, you hear that, and I think many of you know, 

you just shart circuit. 

So I began writing articles in national 

magazines, nursing publications, one called 

"Nursingmatters" and I received calls from Parish 

Nurses who read tlNursingmatters't to speak at 

churches and I speak where anyone will listen. I've 

appeared'on a local NBC affiliate in my'area 

regarding my advocacy of qu.ality breast centers and 

accredited breast centers and wome-n contacted me 

regularly about questions and concerns that they 

have about their breast biopsy decisions. I 

correspond with nurses in haspitals throughout the 

country who have issues of concern related to the 
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13 

quality and performance of breast biopsy and the 

standards of practice for physicians who perform 

them. 

I believe that early diagnosis of breast 

cancer when it is less that 15 mm is critical for 

improvement i.n breast cancer mortality and morbidity 

and that quality standards must be mandated for 

performance in all these areas of mammography from 

screening to diagnosis, biopsy and-treatment. Women 

need to be able to trust the medical system. I 

trusted a system that I worked in 20 years and they 

need to be assured that this physician ~$0 performs 

these procedures maintains the high, quality 

standards. 

So I speak as I say wherevee I'm invited 

and I have a handout called,lFKey Questions That 

Determine a Quality Breast Center" and Igive it to 

women and I make them think, 

I have spoken before th? IOM Committee, 

Improving Mammography Quality Standards in 

September 2004 and I requested that all image-guided 

breast biopsies, stereotactic, ultrasound and MRI be 



. . 

1 

2 

3 

4 

5 

6 

required to have mandated accreditation. This 

request was discussed by the committee and it was 

stated that the name MQSA would need to be changed 

in order.to include non-mammographic imaging 

modalities. My request was, "Then change the name." 

When the study did come out, it was 

7 titled VIImproving Breast Imaging Quality Standards" 

8 

9 

10 

11 

because breast care has evolved. The umbrella has 

gotten bigger. We need to include everything 

underneath it in the diagnostic prpceas .of breast 

care. 

12 I found a very important statement in 

13 the IOM Study of 1999 and I use this at all my 

14 presentations. It's right up on my slide. "These 

15 studies identify multiple steps during the 

16 diagnostic evaluation of breast cancer at which the 

17 quality of care may be affected by the quality of 

18 the procedure. Poor quality at any step-could 

19 

20 

21 

22 

significantly impact the overall quality of the care 

provided.!' About two weeks ago., I had ,the privilege 

to spend time in London with Dr. Nicolas Perry who 

is the Consultant adiologist and-Eaead of 

14 



15 

Mammography at St. Bartholomew's in London. He 

echoed the same sentiment in this statement. He 

said, "1 believe that quality is more than just a 

word and a chain is no stronger than itsweakest 

link." In fact, in London, they are going to be 

doing the fourth edition of their European 

Guidelines for Mammography and he was requested by 

the European Parliament to incorporate more on the 

diagnostic portion of it and the physicians who 

perform it. So that.will be coming out in October 

of this year. He will be presenting it, before the 

European Parliament. 

I believe that the Diagnostic 

Radiologist should be the sub specialist dedicating 

100 percent of his time to breast imaging in order 

to perform quality care. I have found $n all my 

studies that the majority of radiology 'groups do not 

have radiologists who perform breast care 100 

percent because they still have to take$call and 

weekends and because of the financial impact of not 

getting enough for mammography, they can!t afford to 

raise this area of radiology to the level that it 

NEAL R.GROSS 
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16 

deserves. 

And there's a recent articleby Jerry 

Kolb the National Consortium of Breast Centers, it"s 

called the qlBulletin,'l and itis entitled "Good 

Enough - The Enemy of Great.lt 

I have been in communication with 

numerous breast care leaders iti this country and 

keep echoing to me the same concerns: medical legal 

issues, inability to fill Breast Fellowship 

positions; and cost of proposed auditing if the IOM 

Study Recommendations would beg accepted.. So I speak 

out for @.xality,being mandated and yet I realize 

none of this can happen unless reimbursement for 

mammography and the above concerns are put into 

place before the recommendations are mabdated. 

There needs to be increases in reimbursement for 

mammograchy ,and biopsy procedures ,before these 

recommended mandates can be put into place. 

How are we going to get new, fellowship 

positions filled when radiologists are unhappy 

because they have to do mammography? I know that 

screening mammography saves lives for women, wives 

NEAL R. GROS 
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17 

and mothers and if you ask Tommy Thompson, daughters 

because his 33-year-old daughter was diagnosed last 

year with breast cancer. Dr. Daniel Kopans in a 

recent cover story, IIMQSA Historic Success Becomes 

Regulatory Threat, (1 Diagnostic Imaging, September 

2005 stated, "Mammografihy ‘is difficult, stressful 

work but since screening began, the breast cancer 

death rate in the U.S. has dropped'by 25%. Better 

therapies have also contributed, but the majority of 

that decrease is from sc-ree@.ng.L'8 And I am one of 

those people who had good screening 'and they found 

my micro calcifications. 

That is why I believe that mammography 

deserves to be a sub specialty of radiology and 

radiology groups should give it the, same reverence 

that they do MRI, fnterventional-Radiology because 

after all, isn't mammography ~important?. You all 

have mothers and daughters and wives. After all, we 

are also, looking at these costs and by the 2010, and 

this is in an article by Dr. William Eckland, 50% of 

all women in this country will be mammography 

eligible. The baby boomers are coming. I'm the 

NEAL Ft. GfW 
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1 first. 

2 If mammography is not made a XX&I 

3 

4 

5 

6 

7 

8 

9 

specialty and radiologists are forced by their 

groups to read the:480 mammograms.per y$%ar often 

without a cammitted desire how will.medical students 

and residents ever learn this broad s.cope of breast 

care? That's what Dr. Perry says. It's a broad 

scope. 

Iwould request, I hope and desire, that 

10 

11 

12 

this committee will take the necessary steps to 

insure that the recommendations of the IOM Study are 

adopted by both the FDA and Congress so that women 

13 throughout this country will receive their breast 

14 

15 

16 

17 

18 

care, including screening, di.agno:stic, image-guided 

biopsies performed by dedicated Accredited Imagining 

Physicians who practice breast carewith the highest 

of standards mandated under the BIQSA (Breast 

Imaging Quality Standards Act) * And we: need to have 

19 

20 

21 

22 

centers of excellence so that this can be performed. 

I would also request that the committee 

and Congress address the costs of implementing these 

proposed, recommendations so that mammography will 

18 



1 not lose physicians and centers 'due to the increased 

2 cost incurred due to the mandating of improved 

3 standards of care-~ The burden of increasing 

4 mandates on an already low-reimbursed procedure will 

5 put further stress on radiology groups'and all 

6 facets of mammography. Thank you. 

7 CWAIR HENDRICKS: Thank you'very much. 

8 Any comments on the presentation from t,he audience 

9 or the p&nel? Then we move to Dr. Richard Wagner 

10 who is going to speak on interventional mammography 

11 regulation. 

12 DR. WAGNER: Thank you for giving me the 

13 opportunity to present my statements i\n person to 

14 this advisory committee. I have no conflict of 

15 interest. 

16 My name is Richard Wag&x. X have been 

17 a "general radiolagist in private practice in the 

18 Milwaukee area for almost 27 years-. E have 

19 

20 

21 

22 

performed almost all aspects of general. radiology 

including CT, MRI I ultrasound, nuclear medicine, 

many intqrventional procedures and mammography 

including screening, and diagno,stic. 
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20 

After 25 years, 1 was removed from my 

sites of practice after raising,quality of practice 

issues having to do with nonradiologistsperforming 

poorly interventional breast procedures. This 

initially began after my wife developed; suspicious 

calcifications on her screening mammogram. A non- 

radiologist attempted a stereotactic biopsy but 

could not find the calcifications.. This prompted 

taking my wife to an accredited breast- center where 

a dedicated breast radiologist, easily found the 

calcifications which were biopsied and DcIS was 

diagnosed. / 

This made me question why there was a 

difference in her experience and treatment between 

the two facilities. I began to discover-that there 

were too many poorly performed biopsies including 

image-guided as well as open surgical. Also { 

because of poor concordance, there were:delays in 

diagnosis. There were more than 50% open biopsies 

being performed. Patients were not informed of 

their biopsy options. I also questioned whether the 

hospital's credentialing and re-eredentialing 



1 standards regarding breast biopsies were being met. 

2 I brought these issues to the Quality 

3 Assurance Committee with no substantive action. 

4 Meanwhile, I regularly began speak&rig to patients 

5 regarding alternatives to ogen.biopsi,es; This 

6 further angered my non-radiology colleagues. 

7 Initially I 'was verbally harassed. Z;Fltimately 

8 economic,pressure was applied to my group. If they 

9 would not remove me from my sites of practice where 

10 I had spent my entire professional career, the 

11 clinic contract would not be renewe-d. 1 was moved 

12 to other sites that my group covered.. 

13 The contract was. recently renewed but 

14 not before two other partners were- also removed from 

15 the clinic for also raising quality issues and 

16 speaking;to the patients. Recently in on of our ACR 

17 stereotactic and ultrasound.accredited Sites, a 

18 different group of non-radiologists is pressuring 

19 

20 

21 

22 

administration into performing stereotactic biopsies 

by threatening to move their breas.t patients to 

another facility. It appears at this time that they 

will succeed which would put th-is site &t risk for 

21 



losing its accreditation. Again, economic pressures 

succeed at the expense of quality. 

I have-spent the last year working in 

friendlier venues within my group. I have developed 

a passion for performing quality breast:care. I 

have dedicated a l.arge portion of my time, including 

vacation, educating myself in breast care. This 

includes reading, breast conferencas a"nd mini 

fellowships. I recently submitted my resignation to 

my groupland plan to spend the remainder of my 

career as a dedicated breast radiologist. 

There ‘are significant differences in the 

practice environment of radiologists performing 

breast care in private practice versus those in 

academic'settings and certain multi-specialty 

practices. A major negative difference- is the turf 

issue which unfortunately is frequently economically 

driven. Many image-guided breast procedures are 

performed by :highly skilled, qualified, and 

dedicated physicians but all too frequ-entky many are 

performed by less-qualified physicians who have 

control of the patient and/or the~cquipment to 

COURT REPQRTERS Al’@ TRh,NtXXt@ERS 
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1 perform these procedures. 

2 This problem could be resolved by 

3 

4 

5 

6 

7 

8 

9 

10 

implementing mandated accreditation standards for 

all image-guided breast biopsy prdcedures thus 

resulting in the highest of,standa.rds being met by 

any physician performing these procedures. This 

would require uniform accreditati0.n and changing 

MQSA to BIQSA (Breast Imaging QuaLity Standards Act) 

so that all image-guided breast biopsies would be 

included, 

11 Currently there are a multitude of 

12 credentialing bodies with varying standards. It is 

13 natural that the least qualified..providers will seek 

14 credentialing with the organization forlwhich they 

15 

16 

can meet their standards. Mandating one high 

quality standard for all physicians to achieve will 

17 improve quality and outcomes and decrease costs. 

18 The patient is unaware that~there are 

19 

20 

21 

22 

different credentialing standards and i,s often not 

informed. This would also eliminate the turf issues 

which often lead to a very unpleasant practice 

environment for a,significant numbe.r of physicians 
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‘: 

1 who would prefer to. deliver quality breas,t care 

2 

3 

4 

5 

6 

without having to deal with often ,hostile 

professional relati.onships due to these turf issues. 

These issues also contribute to recruitment 

problems and veteran providers abandoning breast 

care. 

7 It has become increasingly evident since 

8 

9 

10 

I have become an advocate for quality breast care 

that voluntary methods for accreditation are not 

working. These are providers that comp~ly with the 

11 recommended standards, but unfortunately a large 

12 number do not. These are the providers who could not 

13 meet these standards if they were mandated. I 

14 strongly'be,lieve that if mandated 'standards of 

15 accreditation for all aspects of breast. care were 

16 implemented there would be a greater interest in 

17 practicing this specialty by physicians who are 

18 truly dedicated and would provide high quality-high 

19 

20 

21 

22 

volume service. 

Conversely, the radiologists who are 

disinterested in breast care but are forced by their 

group to'do breast care would be weeded,out, very 

24 



1 often to the benefit for the women who are not aware 

2 of the current vast differences in breast care 

3 standards and the level of competence and degree of 

4 interest of their providers. More- physicians would 

5 probably'be inclined to enter the,specialty of 

6 breast care if it was a sub specialty that received 

7 the respect it deserved for decreasing the mortality 

8 of breast cancer. 

9 It is discouraging 'to practice in an 

10 environment where quality is superseded by economic 

11 

12 

incentives when non-specialized practitioners "skim 

the gravy'" but re%er.the difficulty cases to those 

13 who have,greater proficiency and expertise in the 

14 performance of these more difficult hage-guided 

15 procedures- There is a fear that if accreditation 

16 standards were raised and mandated, there would 

17 become a.shortage of breast care providers. 

18 I believe that this would b&a short- 

19 

20 

21 

22 

term effect at worS. It would dis,courage and 

ultimatefy eliminate physicians with little lltrue't 

interest, in breast care. The remaining providers 

would be'truly qualified as well as interested in 

25 
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2 

providing high quality breast care. This would 

become a "respected specialty," not the poor orphan 

3 

4 

that it is now. High quality providers would result 

in lower incidence of malpra.ctice, 

5 However this issue should also be 

6 

7 

addressed via tort reform. Reimbursement issues 

need to be addressed. This is a real concern for a 

8 

9 

10 

large number of breast care specialists who are in 

favor of the proposed reforms but are very concerned 

about the costs of their implement,ation. To mandate 

11 recommendations without a plan to. finance them is a 

12 setup for failure. 

13 As addressed in the recent IOM Study, 

14 "Improvitig Breast Imaging Quality Standards,lt there 

15 is a need to recruit new physicians into breast 

16 

17 

18 

care. However these new physicians need protection 

from the~various negative factors which are 

currently preventing recruitment and causing 

19 

20 

21 

22 

practicing providers to quit in frustration. These 

factors are turf issues, low reimbursement and 

malpractice concerns. 

The principal goal of screening 

26 
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1 mammography is to decrease the mortality \and 

morbidity of breast cancer. This has been shown to 

have an effect'when cancers are detected when they 

are small and have not had a chance.to.metastasize. 

At this early stage, they are curabLe and, from a.n 

economic standpoint, early stage cancers \are much 

7 
II 

less costly to treat than more advanced cancers. 

8 
II 

Unless cancers are found in an early stage when they 

9 are small, there is little,improvement in mortality 

10 over those that are found clinically. 

Current treatment:s have.had little 

12 /I 
effect on improving survivai for Later stage 

13 cancers. : From a screening stand&nt, missing the 

14 small cancers and bnly finding the-larger cancers 

15 defeats the purpose of screening and is wasted 

16 money. 

17 To achieve this goal. &early detection, 

18 there is'a need for highly trained, dedicated breast 

19 

20 

imaging specialists who have.highQualiSty screening 

skills who regularly find these early cancers and 

21 

22 

are capable of performing the image-guided, 

minimally invasive biopsies that are often required 
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1 for diagnosis and treatment planning. These image- 

2 guided procedures require imaging equipment that is 

3 user-dependent. 

4 Too many biopsies are performed without 

5 the knowledge af t&e proper indica-tions of these 

6 image-guided procedures and are often economically 

7 driven. All too many biopsiesare performed in ,. 

8 private offices where the quality of the imaging 

9 equipment is suboptimal, high standards of practice 

10 and proper documentation of the proceduras are not 

11 performed, and individual performance standards are 

12 not monitored nor are.they currently required. 

13 In summary, the patients and dedicated 

14 breast care providers need ~proteat,iori which would be 

15 provided by mandatory accreditation of all aspects 

16 of breast care. ,There needs to be improvement in 

17 reimbursement f,or breast care. Why is breast care 

18 less valued than other aspects of .medfcine, yet it 

19 

20 

21 

22 

is the most regulated? This regulation is expensive 

and is the responsibility of the provider. There 

needs to be malpractice reform particularly relating 

to breast care. 
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1 These issues are of major~cQncern for 

2 people who are currently "in breasts care. They are 

3 deterrents for.future breast care provid&s and must 

4 be addressed if quality breast care cancontinue and 

5 hopefully expand its scope. Thank you,for allowing 

6 me to present my views during this important era in 

7 improving breast care. 

8 CHAIR WENDRSCKS: Thank youcvery much. 

9 Any questions f,rom the panel or the audience 

10 regarding the presentation? Then at this time, Dr. 

11 Finder's going to read some written comments 

12. submitted by Dr. Murray Reicher on i1Fu13 Field 

13 Digital Mammography Guidance.f1 

14 EXEC. SECRETARY FTNDER; These comments 

15 will basically apply to our~diqx~~sion Later on 

16 today when we dis.cuss our va'rious guida&e 

17 documents. But the following comment was received 

18 from Dr.“ Murray Reicher who is Chairman, of DR 

19 

20 

21 

22 

Systems, an RIS and PACS vendor* So that's his 

conflict,of interest acknowledgment. 

His specific inputzis as fo3ilows: Page 

15, question 5 of the Guidance document Which 
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everybody should have in the handouts and again 

we'll go over it in detail in the afternoon section. 

This section refers to the labeling of images at 

the time of presentation and I agre,e with the 

comments. You may be aware that FFDM Manufacturers 

deal with the issue of fabeling,of latezality and 

view in various Gays. One vendor I knoinr of burns 

left and'right and view markers such.as IiCC in the 

FFDM image just as if the technologist used the lead 

marker with film. 

Another vendor does not bu~tonly 

provides the information necessary for a third party 

viewer to derive that data in the DICOM- header 

field. Another vendor doesn't provide the view 

dated instandard DICOM field but instead it seems 

to provide this information in a private tag. I 

suggest that FFDM,Manufacturers;- should be encouraged 

to follow one'manufacturer's lead and actually embed 

the laterality and view label in the image pixel 

since this eliminates the chance of mislabeling by 

other viewers down the line- 

Next comment refers to page 26, question 
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1  2 . T h e  a n s w e r  s e e m s  to  o p e n  th e  d o o r  fo r  users  to  

2  

3  

4  

5  

try less than five  m e g a p ixel  m o n itoss  a l th o u g h  n o t 

expl ici t ly sta te d . M y  op in i on  is th a tre a d e r s  

shou ld  h a v e  th e  d iscretio n  to  p ick th e  m o n ito r  th e y  

des i re  as  l o n g  as  th e r e  is s o m e  instruc tio n  o r  

6  

7  

8  

9  

m e th o d  th a t e n c o u r a g e s  d isp lay  o f every  p ixe l  so  

th a t s u b s a m p l e d  v iew ing  o f p ixe ls ..in  n o t-ro u tine ly  

pe r fo r m e d  inadver te n tly. T h a t's w h a t it says. 

M y  conczern  is as  I h a v e  exp ressed  it 

1 0  b e fo re  is th a t cu r ren t m a m m o g r a p h y - fs so ft copy . 

1 1  v iew ing  system s  m a k e  it easy  fo r  v iewers  to  

1 2  i nadver te n tly s u b s a m p l e  p ixe ls  w h e n  d isp lay ing  

1 3  i m a g e s  such  as  w h e n  a  four - to - o n e  fo r m a t is u s e d  

1 4  w ith o u t u n d e r s ta n d i n g  w h a t th e y  a r e d o i n g . I w o u ld  

1 5  s u g g e s t th a t y o u  cons ider  th e  fo l l ow ing  c o m m e n ts in  

1 6  p repa r i ng  fu tu re  g u i d a n c e  d o c u m e n ts- 

1 7  W ith  rega rd  to  a 1 1  i m a g i n g , b u t 

1 8  m a m m o g r a p h y , th e  P R C S  v e n d o r 's r e s p o n 'sibil i ty w ith  

1 9  

2 0  

2 1  

2 2  

r ega rd  to  d a ta  compress ion  is to  p rov ide .labe l i ng . 

B u t readers  c a n  se lec t to  pe r fo r m  th a  pr imary  

r e a d i n g  o f e x a m s  C T , M R I w ith  lossy d a ta  

compress ion . Th is  is b e c o m i n g  a  very c o m m o n  

3 1  
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practice,and is supported by mediCa literature. 

There is clearly a difference between ISssy data 

compression and perceptiblevisually destructive 

data compression. A computerized radiography image 

or CT image with a JPEG five-to-one is lossy 

compressed but not distinguishable from the original 

by human observers. 

With regard to data compre,ssion, the 

Office of Device Evaluation .holds ~device 

manufacturers to a different standard when it comes 

to mammography and -1 don't,fully understand what the 

scientific or legal basis for this, di,fferent 

approach is. With mammography, manufacturers are 

required to label any lossy compressed image not for 

primary reading or at least DR Sys,tems does that 

based on.our understanding of what we were required 

to do by the Office of Device Evaluatioh and MQSA. 

If this different approach comes from 

MQSA and not ODE, your input would.be important. If 

it's coming strictly from ODE, does that mean that 

if ODE approves a display device that uses lossy 

Compression data for primary mammQgraphy reading, 



1 then MQSA policy with regard to that practice 

2 immediately changes de factum? 

3 Our pi'rot-research...seems ta.indicate 

4 that we can 'compress GE FFDI@mammograms-down to 

5 three to four hundred kilobytesper image and 

6 Lorad/Fischer mammograms down to under one megabyte 

7 

8 

9 

10 

11 

12 

13 

14 

15 

per image without resulting in visuUIl.y:detectable 

change in the image and perhaps more before we could 

alter an ROG curve-. That's a big benefit for any 

mammography provider with multiple sites ;seeking to 

improve the$r mammography by centra&i,zitig reading to 

a single‘site where an expert mammographer 

interprets the exams. As you know, dath shows that 

experts may detect the breast cancer with twice the 

frequency far more as compared with general 

16 radiologists readers. 

17 Th& same logic applies to need for 

18 guidance,with regard to digitization.of. all film 

19 

20 

21 

22 

screen mammograms, with discard of the original. 

This current guidance makes it clear that a facility 

may elect to digitize prior-film mammograms for 

comparison purpose~s. We want t:o go to the next step 

‘NEAL R. GRCW 
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1 and allow a facility with proper quality controls to 

2 digitize the prior film and discard the original or 

3 give it to the patient. Our helie-f is that‘this 

4 will not'only l,oweli: cost but actually enhance safe 

5 storage in electronic clinical access fbr future 

6 comparison, 

7 In summary, my questions wi2;h regard to 

8 both digitizing fiimsand data compression may be 

9 condensed into one basic question. In upholding the 

10 requirement to view and store the ""original 

11 

12 

mammogram,1' how can a facility or vendor properly 

demonstrate that a Nnonidentical origin&l11 as the 

13 result of data compression, for examgl,e, is in fact 

14 so functionally identical to the origin that it can 

15 replace the original? Of cours,e, 'with regard to 

16 both printing of film and display.and monitors, one 

17 must recognize that all existing siystems slightly 

18 alter the original, today since no two printers or 

19 

20 

21 

22 

monitors are &xactly alike. 

So if a provider or vendor can follow a 

quality process that insures tha~t c&her data 

altering steps such as data compression functionally 
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1 and visually preserve the information in the, 

2 original. 'image, why provide any barrier to that 

3 process +th.regard to mammography in distinction to 

4 all other forms of medical imaging? Again, we will 

5 discuss this in greater detail in the afternoon. 

6 CHAIR- MiENDRICKS: Any questions or 

7 comments'from the panel or from the audience related 

8 to the written comments? At this time, 611 of these 

9 presentations are open for discussion from the panel 

10 or from the audience. Barring .any comments, we'll 

11 move then to the next speaker. I welcome Lt. 

12 Commander Sean M. Boyd who is Chief, of the 

13 Electronic Products Bra~nch to the podium to give us 

14 a radiologic health update. Lt. Commander Boyd, 

15 welcome. 

16 LT. CQMWDER BOYD: Thank you. I do 

17 have handouts. I'm SeanBoyd. I'm going to give 

18 you a brief overview of some work that we've been 

19 

20 

21 

22 

doing over the past year to reconceive Fl3A's 

radiological health program. We've been working the 

past ten or twelve months to :do this, acknowledging 

that many of the public! health problems" and issues 

tEAi. R.,GFm 
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1 that prompted the promulgation of the Radiation 

2 Control for Health and Safety Act in 1968 have 

3 changed although our public health mission today 

4 remains. So we have a fairly-detailed-but-in- 

5 process plan to address current public health 

6 problems for today. 

7 

a 

9 

10 

11 

12 

13 

14 

15 

16 

27 

ia 

19 

20 

21 

22 

What has changed since 1968?‘ The three 

areas inyuur sLides you'll se@ are fi.rsi;t product 

environment. We believe that the markets have 

become global, nut longer products. just primarily 

made forthe U.S. or in the-U.S. market. 

Manufacturing processas have advanced, promoting 

safer building and testing and evaluation of 

products and mare effective international voluntary 

standards are in place today; whereas, 25, 30 plus 

years ago, the standards that ,were in pJace were 

primarily FfiA standards. 

?ubLic health ne,eds have also changed 

where product problems or manufacturing problems 

were ourprimary c'oncern in the late 1960's and early 

1970s where today we believe that thosoproblems 

either can be or already have been addr.essed for 

36 
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1 

2 

3 

4 

5 

6 

7 

8 

9 

10 

11 

12 

13 

14 

15 

16 

17 

18 

19 

20 

21 

22 

many of the products that we began regulating years 

ago. Andthe issues today are more. related to 

product use. 

Finally, CDRH resources have changed 

where over the past few decades ourfocus has 

shifted more towards medical devices, anti our 

radiological staff and expertise has .decLined which 

primarily if you look at'the l?DA b~i.story on the next 

slide, the point of this s3.i;de -is to say not that we 

don't have as many people as we used to; 'certainly 

we don't, but we need to be more cognizant of the 

resources, the few, resources, that we .have and best 

use those resources to deal with high priority 

problems, dose-intensive eqdipmentand real public 

health risk. 

Slide ,5 shows the CDRIZprogram mission; 

again, remains to protect the pubPaic from hazardous 

or unnecessary electronic emissions. ,The way we do 

that is by maintaining.awareness of radiation- 

emitting products and their manufacturers, who is 

making what and what they're ma-king, aseessing 

radiation emission levels and conditions of use for 



i 
Y  

1 these products, understanding the effects of the 

2 emissions and their potential risk to.health for 'the 

3 

4 

5 manufacturers and, encouraging ,manufacturer,s to 

6 Comply with requirements or avai1abJ.e standards 

7 

8 

9 

10 

11 

12 

13 

14 

15 technology and these wouldibe F IX+ performance 

16 

17 

18 

19 

20 

21 with whichever of these two standards, a ,mandatory 

22 or consensus standard, by manufacturers when they're 

38 

public, providing guidance to m itigate these risks 

both to the users, to the public and t.o 

while pursuing enfiorcement action when necessary. 

Slide 6 shows our five program  elements 
/ 

that we have developed in our Radiological Health 

Plan for the future. I'm  going to focus on the top 

three today, standards! monitoring and.education. 

Slide 7 shows the goals forstandards 

which are primarily using performance standards that 

are enforceable and appropriate for today's 

standards that are required that manufacturers 

comply by law while increasing use and reliance on 

either international or national voluntary consensus 

standards. What we hope to do is establish 

processes that we are able to~insure cosfkm ance 
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appropriate. 

Some o,f the activities on S$ide 8 that 

we're hoping to cover and currently have in process 

with regard to standards are increasing,.our and 

other stakeholder participation, and development of 

international and national consensus again focusing 

on high risk Qroducts and dase-intensive equipment 

by allowing conform,ance to consensus standards, by 

guidance.which would be followed by adopting a 

standard by reference. We have dotie that with our 

Federal Laser Standard where we've adopted the IEC 

or we alfow manufacturers to conform witl the IEC 

Laser Standard by lguidance and are" moving to adopt 

that standard by reference. We are gding to look 

into a similar paradigm for other standards to 

include the CT, ultrasound or Other diagnostic x-ray 

standards. 

Another thing that we hope to .do or 

we're looking into right now is pursuing legislative 

change that would allow adoption.and enforcement of 

voluntary consensus standards. This is not 

something that would be required or impact other 

PlEAL R; GROS 
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portionsof the plan but if this is something that 

we could,do to facjlitate our use ef approach 

consensus standards, as necessary -that might help us 

insure product safety. Finally, ,we want to base 

enforcement actions within the-standards to lower 

risk. 

Slide 9 shows goals-for monjtoring and 

the monitor$ng portion of our plan. .Essentially, 

we'll want to maintain awareness of radiation- 

emitting.electronic products and their 

manufacturers, We want to be able to assess 

electronic product emissions a2nd their conditions of 

use. And we want to be able to understand the 

effect of emissions and exposure on risk. 

.Some of the activities.on S&ide 10 that 

we are pursuing and monitoring right now are to 

require only essential manufacturer repcrting. 

We're going to relieve or provide some relief to 

manufacturers of 'low-risk products and. not require 

as many or all the types of regorts,that we have in 

the pastfor low-risk products but maintaining the 

reporting requirements for higher risk, dose- 
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intensive equipment. 

At the same time,‘ we want to move away 

from routine field and lab test programs that we 

currently have and move toward more-cause testing, 

field and lab testing and primarily to -mzWztufacture 

inspections. One of the things you probably talked 

about is we're exploring el%minat$..on of the dose 

measurement during MQSA inspections. FJe l re 

exploring phasing out routine laboratory and field 

testing +gain in favor of for-causetesting where we 

would be able to identify a specific pr&blem or a 

manufacturer' that would.be of higb,er risk than 

another that might be covered in a routine program. 

We're looking to phase out certain 

instrumeritat$on calibration capab,iL$tie$ .tha-t we 

currently have in .favor of malnta3ning 

instrumentation eg~pertise and the capability to 

measure a variety of types of radiationfrom a 

variety df products. 

And finally under monitoring, we want to 

work to emphastze assessment of use and.exposu.res by 

harvesting data from organizatiyns. that are 
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1 

2 

3 

currently coklecting exposure and dose informa~tian 

rather than collecting that data ourselves. We may 

or may not have the resources to"go. out and collect 

4 all the type of data 'that we want, whereas other 

5 organizations are already collecting it. So if we 

6 can work together 'with people to collect that, 

7 that's what we would like to do. 

8 Slide 11 shows our goals for education, 

9 We have a goal of having a pub&kc able to make 

10 informed'choices about their own exposuse in a 

11 variety of settings that might include medical, 

12 occupational or the home environment,- a.goal of 

13 having users able to minimize. their ownexposures 

14 and optimize the exposure and dose they're providing 

15 to the peopl,e they are treating or exposing. 

16 Manufacturers today are able to understand their 

17 responsibilities in educating the public and users 

18 and are sensitive to the risk their product poses 

19 

20 

21 

22 

and appropriate information or actions they need to 

take to minimize that risk as well as FDA and state 

regulators that assess users in minimizing radiation 

exposure:to the public. 



43 

Some of the activities chat we're 

pursuing,right now under education include creating 

a coordinated education program where weF,re working 

to partner to disseminate iinformation and create 

training.opportunities with groups of organizations 

and primarily invest in the website a&an 

educational tool. We're working right. now to revise 

our web page to provide more timely and.current 

information on rad,iation risk, the."products we 

regulate both to conSumers, users and manufacturers 

of the products that we regulate. 

The benefits that we hope to reap from 

our efforts include aligning ourefforts with 

today's current and evolving public hea)th needs as 

opposed to what we.have done over the past decades. 

We'hope,to expand our focus on pat$entand consumer 

needs while maintaining the oversight wb have over 

the manufacturing community, targeting our 

regulation to dose-intensive 'equipment and where the 

true public health risks are, increasing the 

information that we provide to our stakeholders, 

I manufacturers, users, regulators and the public and 
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1 improving coordination across the radiological 

2 health community. 

3 

4 

5 

6 

7 

8 

That concludes my remarks. I've 

provided my contact information, The're : is 

information available on the CDR.H web page on these 

new initiatives and you can get a qupy of the plan 

there. There's also a public meeting that will 

happen on October 31th and November +st. And 

9 there's a Federal Reglsternotice that published 

10 recently on that as-well. 

11 CHAIR I-IENDRICKS: Thank youvery much. 

12 Any questions or input from.the panel or from.the 

13 audience related to the presentati,on? I just do 

14 

15 

16 

have a simple "question for clarification regarding 

the devices that you were referring,to as higher 

risk and I wanted to have a clarificatkon for what 

17 those devices might be. 

18 

19 

20 

21 

22 

LT. C~~~D~R BGEYD: FDA regulates ,, 

virtually any electronic product.that emits any form 

of radiation. Television products.and microwave 

oven products are'two examples of prod~uczts that we 

began regulating when the Radiation Control for 

44 



1 

2 

3 

4 

5 

6 

7 

8 

Health and Safety Act was promulga.ted decades ago. 

Those would be examples of low risk devices. CT 

scanner, radiation~therapy.equipment, primarily 

ionizing medical types of equipment are things that 

we view as hig;hest priority,for this. .: 

CHAIR HEHDRICKS: So all the medical 

applications are really,considered high risk. 

ET. COWDER BOYD,: Right. 

9 CHAIR HENDRICKS: Thank you. Okay. As 

10 we move along, we have two speakers wha‘are going to 

11 speak jointly or split the time. We have Priscilla 

12 Butler from the American College of Rad$.ology 

13 speaking first on providing an update on the Current 

14 Voluntary Interventional Mamqography Accreditation 

15 

16 

17 

Programs, Welcome. 

MS. BUTLER: Thank -you). I thought we 

were ready for the break but here I am. I'll be 

18 giving you a brief update on what% $oing on with 

19 

20 

21 

22 

stereotactic breast biopsy accreditation. Next 

slide, Mike, please, The Stereo Accreditation 

Program was first offered in 1996. It uras modeled 

after the Mammo Accreditation Program wh.ich was very 

45 
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successful even though voluntary at ‘that .time. 

I do want to point out that the stereo 

program only evaluates breast biopsy- pracedures. 

There's no needle localization orductography or 

other interventional procedures‘evaluated during 

this program and as with all of our accreditation 

programs, we look at personnel qualifi&tions, 

clinical,im&ge quality, phantom im?ge quality and 

dose, all of our x-ray programs loolr;-at dose, and 

the facility's quality control progra;m., 

Just like mammography, we evaluate 

personnel's initial qualifications. That includes 

their initial training as well as their initial 

experience, what they get during continuing 

education and continuing experience. 

The physicians, we look at &hysicians, 

medical physicists and techAologiSts. Back in 199.6 

with the realization that stereotactic breast biopsy 

was being performed not only by rad"iologists but 

also by other physicians. The ACR and the American 

College of Surgeons worked out and published a very 

detailed set of qualifications anict they also defined 



several settings which these physicians' would 

practice in. 

The collaborative setting is the setting' 

where a radiologist and other physicians would work 

together in the same setting both performing 

stereotactic breast biopsy procedures- but perhaps 

focusing on differentaspects. But theywould 

basically support each other in those e-fforts. And 

most accredited f~dcilities that we‘ lQok.at tend to 

practice in an independent setting wl~re the 

radiologist or the other physician would work 

independently OK as a group from the other 

specialty. 

I'm not going to go into the,.details of 

those requirements. I have providea a handout with 

those requirements if you want the other 

information. 

With regards to cLinica im+ges, at this 

time we look at both masses and calcil%cations 

facilities must submit what ,they consider to a good 

example of a mass‘biopsy ana a,caJXXi.fication biopsy. 

We evaluate needle devices, vacuum suction devices 
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1 and since there has been recently a num jber of FDA 

2 approvedcore biopsy devices such as M  block, we've 

3 also started evaluating those. 

4 .The basic criteria for clinical image 

5 

6 

7 

quality has ~to do with accurate needle positioning 

of the targeted lesion. So this i:s what.our 

pass/fail criteria is based on, 

a For the phantom ':imagas and-dose, first 

9 of all, dose must be less than 300^milfirads and the 

10 phant,om  image quality criteria is going to vary 

11 depending onphantom  is used. Just like, 

12 

13 

mammography, we look at fibro specks and masses and 

there are two phantoms that we tell the f.acilities 

14 they can use. There is a m ini pha:zxtom  which has an 

I5 abbreviated set of test objects which actually is 

16 good for'defying gravity because it has a little lip 

17 

la 

19 

20 

21 

22 

that canhang of‘f the devices and then they can also 

use the standard m&mmography accreditation phantom  

for the $mage quality evaluation. And we have 

separate procedures to use bo,th of those: tools. 

We require that facil-i'ties perform  

quality control and the quality control that we ask 

48 
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for are those tests which are .eutlined $n the 1999 

S tereo Breast Biopsy Quality Control Manual. 

Our reviewers must.essentiaJXy meet the 

same qua-lifications, as the mhmmography accreditation 

program  reviewers. The reviewers ,must be ABR 

certified and must..be ACR members.' They have to 

participate in a formal training program . They have 

to have a m inimum af five years,of, .experience and 

they must in.current or, clinical physics practice 

across the United,Statas. 

We are very careful to: bddress potential 

conflictof interes-t issues. We.have an automated 

system  to remove them  from  evaluiiting any facilities 

which may be from  the same stat&-or any other state 

which they've identified a confli-ctof interest and 

we also perform  quality control on the reviewers+ 

W ith that background, I wou&d just like 

to show you some of our current data. This is a 

chart showing the volume of accredited f&ilities 

over time. Currently we accredit ;4.36 units at 428 

facilities. There are a couple facilities out there 

that do have multiple units. We've seen a slight 



4 
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6 

7 

8 watching this. 

9 The other thing 1' think is of interest 

10 is what our pa&/fail rates are. .And.just like 

11 

12 

13 

mammography accreditation, faciliti:eshave three 

attempts at accreditation. Basically, it's not a 

three strikes you!re,out but a th'ree strikes we s-how 

14 up on your doorstep. And the first Attempt at 

15 

16 

accreditation if they do not pass -they get a 

deficiency, 

17 

18 is first let's focus on the greenbar. This is the 

19 overall pass rate after the- first attempt at 

20 

21 

22 
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increase,over the past year. We weregetting 

worried from 2002 to 2004 because it looked like we 

were seeing a trend with facilities pulling out 

accreditationand there was le@s and less of an 

interest getting accredited, Recently we've seen an 

increase,in accreditation. I'm n& exactly sure 

what to attribute-that to but we'll continue 

NOW what I'm showing you on,.this slide 

accreditation. In 2000, it looks, we just had about 

60 percent overall'pass rate which means 40 percent 

of the facilities applying were notpassing 
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1 accreditation+ 

2 We thought we, were seeing an increase in 

3 the number of passing back in 2004~bqca+x3e we had 

4 almost reached 70 percent. with the data that I 

5 just ran last week, it looks like itls just dropped 

6 slightly. But I'm not sure because of these numbers 

7 how statistically s,ignificant they are for the year. 

8 But again, one thing that's really important to 

9 

10 

11 

realize is in a very similar,program and in fact in 

some sense more strictbecause of the MQEA 

regulations, mammography passes 90.percent of the 

12 units on their first attempt at accreditation now. 

13 In mammography when the program was sti3.1 voluntary, 

14 we were seeing about a 70 percent pass rate. This 

15 pass rate hasn't changed significantly over the past 

16 four or five years. 

17 Now the other thing that'.s interesting 

18 to note is the red and the blue bars. The red bars 

19 

20 

21 

22 

are the number .of units, are the initial 

accreditation, which,means that the unit .goes 

through accreditation for the first time. Then the 

blue bars are renewal accreditation. We were seeing 

51 



1 again in 2003 and 2004 a significant .im$rovement in 

2 the number of passes upon renewal which. was really a 

3 good sign, 

4 

5 

6 

7 

In 2005 again we need.to ,look at this 

data carefully. I'm not exactly sure what has 

happened but one thing that,we did see in the 

mammograghy program is as the program got out, many 

8 facilities were. replacing their old units and all of 

9 a sudden; we started seeing the initi,al 

10 accreditation creep up in the pas& ~rat=ebecause 

11 these initials w-err&brand new uniCs that these 

12 facilities were installing. They,were higher 

13 quality. They were doing a better, job. 

14 Then sume of the rent$al, the pass rates 

15 

16 

started going down, becauri;e they were r"enewing with 

the same o&d units'they'vechad for the past 15 

17 

18 

19 

20 

21 

22 

years. So thjs is a trend that we have, to watch to 

see if it's 'following-what we've seen in 

mammography. But we will watch this. 

Then the last piece of ,k&? pie that I 

want to present is that why are-facilities failing 

accreddtation. The vast majority are failing 

52 
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because of clinical failures and-we have 63 percent 

failing due to clinical only a&another 10 percent 

failing.due to clinical'plus phantom. What this 

means is that the facility submitting their 

accreditation applications and they think ~it's their 

best work, our reviewers have detxrmined that they 

have not been able to adequately.target the lesion 

and that's why they're failing. 40,similar to the 

mammography, most of the deficiencies that they're 

getting are.due to clinical reasons rather than a 

phantom or,a dose issue. 

1'11 be happy to take any ‘questions or 

we can wait until after our,next speake,r. 

CHAIR J-@NBRICKS: I have a question just 

for clarification.- 

MS. BUTLER: Yes. 

CHAIR WENDRICKS: Regarding. the clinical 

process, are the facilities submitting the pre 

biopsy films and then the procedure related films 

and also,the images that are obta,ined of the cores 

and then maybe some post pf-oced;ure, filma? I'm not 

sure what the process is for the clinir=al review. 



1 MS. BUTLER: Okay. The detiails of the 

2 process $re in the handout that I gave you and in a 

3 

4 

nutshell, they submit the mammograms. wh&e- they've I 

identified the Iesions they want to target and then 

5 they will submit pre biopsy images+ post bio-psy 

6 images and for talcs, they'll submit the specimen 

7 radiography exams. 

8 CHAIR.HBNDRICKS: And the post procedure 

9 films if they are available? 

10 MS. BI3'IZER: In terms of mammograms or 

11 as far as the biopsy? 

12 CHAIR HENRRICRS: Yes,,. mamwgraphy. 

13 MS. BUTLER: No, not the post procedure 

14 mammograms. 

15 ,CHAIR HENDRICKS: So it's a question of 

16 whether the calcifications werepresent in the tiore 

17 specimens? Is that the critica21.g;usti&n? 

18 MS. BUTLER: They need to be able to see 

19 

20 

21 

22 

the calcifications on-the original mammograms and 

then they need to be able to target those 

core and that would be during the post biopsy exam 



and then on the core be abls to show that they got 

those calcifications on the specimen radiography 

exams. 

CBAIR WENDRICKS; I understand. And 

during the accreditation procedure, for example, how 

many of &hese examples are submitt,ed? This may be 

in the text but.1 gust wanted to know how many 

samples are submitted to d&ermine the pass or fail 

in the clinic&l. How many example&- are; Bubmitted by 

the facility? 

MS. BUTLER: We~ask them.to submit two 

cases, one shbwing anexample of the accurate 

targeting for a mass and also one far 

calcifications. I$ they do FNAC, -we al&o ask them 

to submit tho;z;e cases too. 

C&AX? @%JDRICKS: So in order to receive 

a passing gyade on the accreditation, then both of 

those sets need, in other words, confirmation 

procedure, if~they fail on one, <hey receive a fail. 

MS. BUTLER: That is Xzcrr-ect.. If they 

do not pass on one of those exains, if they receive a 

deficiency, then they don't get accredited. 
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CHAIR WENDRICKS: T see. 'Thank you. 

MS. BUTLER: .And one ocher thing I did 

forget to mention is we have a very similar program 

for breast biopsy ,accr.editation and thecriterion in 

a lot of‘ways is very similar. 

CHAIR ‘HENDRICKS: The facility is 

selecting the images that are submitted to ACR for 

accreditation. 

MS. BUTLER: That is correct. We asked 

them to submit an example of their best.work. 

CHAIR NENDRICKS: So then are you 

surprised at these failure ra~tes-since the 

facilities have identified these two case as their 

best work? 

MS. BUTLER: Yes. 

CHAIR HENDRICKS: Then. you point out 

that thatFs the same as mammography accreditation 

facilities,, similar to the best work for,people -- 

MS. BUTLER: Yes, in mammog'aphy 

accreditation, facilities are also asked to submit 

examples of their best work-and I do need to point 

out that our reviewers know that they're evaluating 
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best work and they judge this accordingly. 

.CQAIR RENDRICKS: Th$nk you, Other 

questions or comtnents~from the panel first for this 

speaker?' Dr. Wiliiams. 

MEMBER WILLXAMS: X just missed your 

comment there, Penny, about you also have a program ? 
for whatother kind of breast biopsy that are 

similar. 

I'$iZ. BFLER: Breast u;ltrasound. 

MEMBER, WILLI&MS: For ultrasound. Okay, 

MS. BUTLER: For breast ultrasound and 

that evaluates not, only breast ultrasound image 

quality for routine breast uLtrasound imaging, but 

also breast ul,trasound biopsy proc"edures. 

EXEC. SECRETARY'FINDER: Can X just have 

people hold for a minute so we can get Dr. Harrison 

back on hopefully. 

"(Pausel) 

CBAIR,HENDRICKS: I have dnpther 

question for clarification regarding the numbers of 

the facilities so far that have participated in the 

voluntary program, j "two questions really. What 
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percentage of this volume,is the total Pie of the 

number of stereotactic equipment thatwe think we 

have in the, United States right now, just a 

ballpark? What fraction? 

MS. BUTLER: We e.sti.mate that there's 

about 3,900 .units. 

CBAIR BENDRICKS: Three kho+umnd units. 

Okay. 'And the other questions in terms of the 

individuals in the. facilities that have-agreed to do 

this voluntary prugram, was it pri,marily-academic 

centers or individuals radiology groups, surgeons'? 

What is the mix of the individuals wl$ agreed to 

participate ,in the voluntary,program? 

MS. BUTLER: Inthis program it's 

primarily radiologists and the practice setting 

really are al1 over the place, lots of academic 

centers. We also have a lot of commun-ity practices, 

smaller hospitals, 'that go through accreditation. 

C&AIR HENDRICKS : So you felt like you 

got a reasonable mix. 

MS. BUTLER: Yes. 

CXAIR HENDRICKS: Although it's a fairly 
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small sample of what's going on out, there? 

MS. BWT,LER: Yes. 

CHAIR HENDRICKSs Thank yau ; Questions 

or comments from the panel firstatid then from the 

audience? We do have a question from the audience. 

Can youcome to the microphone and reintroduce 

yourself for our speaker or our panel member at a 

distance? 

MS. WAGHER: I'm Judy,Wagner. I have a 

questionjust to 'clarify. The. first bar is the 

initial. The second bar is the redo. And the third 

bar is the total of the two?. 

.MS. BUTLER: Yes. 

MS. WAGHER:. And one.other question, 

where you have fox comparison over 9,O percent of 

mammography units currently pass on the first 

attempt. So what really stands oat to me, and 

clarify this if I'm wrong, is that mandoting these 

things raises the bar for quality sather than it 

being voluntary. Would that be correct? 

MS. BUTLER: Yes. 

MS. WAGNER: Thank you. 
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M S . BUTLER: What we saw du&ing the 

mammography accreditation progra-m  is af-ter MQSA went 

into effect was a steady increase. in the pass rate. 

What we also saw in mammogra~phy accraditation is 

that immediately.after MQSA went into; just prior to 

MQSA going into effect, facilities that did not __ 

pass accreditation.many of ihem  dropped-out and they 

didn't continue pursuing accr'edita,tion. A fter MQSA 

went into ekfect, that didnIt happen Andy more 

because they didn't have.that: option; k.t may be 

applicable to stereotactic breast biopsy. Therets a 

lot of sim ilarities that we're seeing right now. 

CHAIR IKENDRICKS~ A  questioti,from  the 

panel. 

M B i'lBER MOMTXCCIOL;O: I just'have a 

question forMs. Butler. Penny-, you sa-id that it's 

mainly radiol,&gists who h,ave appli+d so Par even 

though the practice settings vary. We 'don't really 

have a good handie on what non ra$iokog.ists are 

doing from  the numbers. Is that correct? 

M S . BUTLER: WE? have several surgeon 

practices that have applied for accreditation and 
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the next speaker will be talking about the American 

College of Surgeons Program which we provide support 

for. 

4 

5 

6 

CHAIR HENDRICKS: Dr. Barr. 

DR. BARR: Helen" Barr, FDA. Penny, do 

you follow these submitted cases 'to, look at what the 

7 diagnosis was? 1n other words, is there any 

8 correlation between failure? Dcies failure prove 

9 that the biopsy was nat diagnostic? 'Is there any 

10 correlation between your failures and diagnosis of 

11 the lesion? Do we have any evidence on that? 

12 MS, BTrTLER: This is not something that 

13 we've been t<racking and I guess I'm trying to figure 

14 out how we would do that. But no, I shave no data on 

15 that. 

16 CHAIR HENDRICKS: I ju-st have another 

17 

18 

19 

20 

21 

22 

question for clarification regarding the proc.ess 

because we've been talking about how burdensome some 

of these processes are and that that might be a 

deterrent for voluntary participation in these 

programs. So in terms of the clinical component, 

what is the obligation to the facility? How much 

61 
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time does it take in terms of preparation for this 

accreditation in your estimation? What is the 

burde'n to the facility to pastieipatq in this 

program in terms of manpower, fees? 

M$. BUTLER: As far as fees go, it's 

$1,200 for the first unit and I believe it's $1,050 

for the second unit. We don't have that many for 

second units out there. 

As far as time goes, the documentation 

of personnel requirements is critical but most of 

the physicians, for example, and even the 

technologists, certainly when the medical physicists 

are involved, they are already in th,e habit of 

documenting .this isformation because th$y"re 

required to under MQSA and in fact, many' of the 

personnel requirements really parallel what MQSA 

requires; 

The quality control, there certainly is 

time associated with that and I don't have immediate 

figures on that right now. But once again, a lot of 

the tests are very similar to what's required for 

MQSA. An annual medical physicist survay is also 
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required. But all these things I think are good 

practices that have been established through MQSA 

and I wouldnlt say that this is more burdensome than 

MQSA perhaps in some sense because it may be less 

burdensome, but just because MQSA has already taken 

a lot of the burden regarding the persotinel stuff. 

7 

8 

CHAIR HENDRICKS: Thank you very much. 

Dr. Monticciolo. 

9 MEMBER.MONTICCIOLO: This is Dr. 

10 

11 

12 

13 

14 

15 

16 

17 

18 

19 

20 

21 
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Monticciolo. I would echo some of the things that 

Penny said like my site is accredited for a 

stereotactic. So I've been through this process and 

a lot of the things we would do anyway just for 

quality purposes, it's a good idea. ,We QA the 

machine every single morning so that we're ready and 

make sure everything is calibrated for every 

patient. So we would do that anyway. I think most 

of the requirements for the accreditation program 

are reasonable. 

The onLy issue that we're having and is 

probably going to be addressed in committee and you 

could speak to this, Penny, is that it's currently 
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1 required that we submit images on masses and 

2 calcifications and almost all masses we see well 

3 with ultrasound. SQ we probably see them with 

4 ultrasound. The last time we went up for 

5 accreditation we had a hard time getting the mass 

6 because I didn't want to put somebody on the table 

7 just to get the accreditation when I knew it was 

8 easier for the patient to have an ultrasound if 

9 you're a,reasonable clinician and you care about 

10 your patient. 

11 People said to me,' IrWhy don.'t you just 

12 put somebody on the table with a mass'" and I 

13 

14 

couldn't just bring myself to do that. So it took 

me a long ti,me to find a mass that we couldn't see 

15 with ultrasound and we could the stereo biopsy, 

16 That's probably something thatts easily addressed. 

17 MS. BUTLER: I'd like to comment on 

18 that. That's why I carefully chose my words when I 

19 

20 

21 

22 

talked aboutmasses at this time. Dr. Phil Evans 

who is chair of the committee is actually convening 

a meeting to look at the mass issue and where we are 

at this point in time, Medicine evolves and I think 
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1 our programs have to evolve to appropriately reflect 

2 how we evaluate these medical procedures. 

3 CHAIR HENDRICKS: Thank you. I just 

4 have one quick question just for clarification 

5 again. How,were the participants identified to 

6 participate in this voluntary program? Were they 

7 new machine purchasers of new equipment or 

8 

9 

facilities who had already been involved in the MQSA 

inspections? How were the participants identified? 

10 MS. BUTLER: Basically, they self- 

11 identified themselves. This is a study,. This is an 

12 accreditatian program and these facilities applied 

13 to us for accreditation in order to try to do 

14 demonstrate-the quality of the work that they're 

15 doing there. As with all of our accreditation 

16 programs, they sta.rt this way. 

17 CHAIR HENDRICKS: Thank you. I question 

18 from Dr. Williams and then from an audience 

19 

20 

21 

22 

participant. 

MIZMBER WILLIAMS: This is Mark Williams. 

Just in follow-up to the question about the burden 

just from the standpoint of the physicist, I don't 
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1 know if Melissa and the other physicists in the 

2 

3 

4 

audience share this experience, but we found that 

the annual physics survey for the stereotactic 

systems actually takes less time than for a normal 

5 mammo unit. So the burden level there, I would say, 

6 is less even than ‘a normal unit. 

7 CHAIR HENDRICKS: Melissa. 

8 MEMBER MARTIN: Melissa Martin. I would 

9 

10 

11 

12 

reiterate what Dr. Williams just said. Certainly 

the time on the machine for the physicist is 

definitely less than on a standard mammography 

system and I think there is a direct correlation 

13 with that. We have several facilities in a range of 

14 settings. 

15 Rs a consulting physicist, we have very 

16 few academic centers. So ours are primarily 

17 community based hospitals and private offices. 

18 Several have voluntarily gone through the 

19 

20 

21 

22 

accreditation prog'ram and they do not find the QC 

for the stereotactic, that is, the least burdensome 

process that they have of all the breast imaging 

equipment in the department. 
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3 

I would just also offer. We actually 

have several sites too that have voluntarily gotten 

the ACR manual for quality control, adopted that 

4 program and,use it in-house even though. they haven't 

5 paid the $1,200 to'get accredited. But they want 

6 

7 

8 

that QC program and that's what they u,se to document 

for quality control just within their own centers 

which I would'find if that is a truly burdensome 

9 process,, it wou1dnl.t be done voluntarily in-house. 

10 

11 

So I would just reiterate. The QC part is not 

burdensome on that program. 

12 CHAIR HENDRICKS: Thank you very much. 

13 

14 

15 

16 

17 

Any other questions or comments from panel members? 

MEMBER PASSETTI: Bill Passetti. You 

said there was about 3,000 facilities in the 

country,, somewhere: around that neighborhood. 

MS. BUTLER:. Yes. 

18 

19 

20 

21 

22 

MEMBER PASSETTI: Do we know how many of 

those are MQSA accredited facilities or totally 

separate? 

MS. BUTLER: We have no data on that. I 

would imagine just from our anecdotal experience 
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1 that most stereo units are associated with an MQSA 

2 certified facility. So if it's a dedicgted prone 

3 table, obviously it' wouldn't require MQSA 

4 accreditation, There are some add-on units out 

5 there and most of these add-on units actually 

6 

7 

8 

9 

mammography. So they would have to be covered under 

MQSA. 

CHAIR RENDRICKS: Yea. Carol Mount. 

MEMBER MOUNT: I just wanted to echo the 

10 quality control program from the technologist 

11 standpoint is also.very easy to do. The 

12 technologist in the breast imaging department are 

13 very familiar as Penny said with going through and 

14 doing the weekly QC and it takes minutes in the 

15 

16 

17 

morning to get the machine ready and then they do 

their checklist and their quality control. So it's 

not a burden at all to the technologist to add this 

18 to their daily work. 

19 

20 

21 

22 

CHAIR HENDRICKS: One final comment from 

the audience before we move on. 

MS. WAGNER: Judy Wagner, R.N. I just 

I want to tell you that in my presentation I get 
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questions from women all the time and the big 

questionis where do I find in an accredited breast 

center. So I have now put-it in my PowerPoint 

presentation. The ACR has a wonderful site. YOU go 

under ACR.orgunder Facilities and you can find if 

your sister lives in Missouri, you look up all. You 

look under stereotactic. You plug in stereotactic 

and you plug in the city. If you can't find that 

city, just use Mis‘souri and,all of the accredited 

centers for stereotactic will come' up in that area. 

Same with ultrasound. So it's a reallgr good 

resource. I have it in my handouts to women so that 

they can network this knowledge to other women. 

MS. BUT.LER: Thank you. 

CRAIR HENDRICKS: you very much 

and thank you for your presentation. We'll move 

then to the next speaker who is ,Kambi.z Dowlat, Dr. 

Dowlat, welcome, to talk about interventional 

procedures related to breast disease. 

DR. DOWLATSHAHI: Ladies and Gentlemen, 

thank you for inviting me to present the views of 

the College of Surgeons as well as myself regarding 
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the stereotactic programs. I was called in because 

I was involved with this device from the first day 

but I didn't have a lot of time to collect 

information and data. So my presentation is going 

to be very general ,and hopefully I will give you 

some message as to what we surgeons think about the 

stereotactic needle biopsy and it's safety and 

efficiently. 

Some historical notes. This is a little 

bit of too much writing but I'll try to read it for 

you. Screening mammography as most of you may know 

started in the '"60s with the Shapiro repo,rting in New 

York the data and subsequently on a wider scale 

around the country in the late "70s. Then it became 

very widely applied tests in the United States, I 

would say, in the late "'80s and early "9'0s. 

The suspicious lesions that were 

detected by.mammography were wire localized by 

radiologists and removed by surgeons for diagnosis. 

This is where I was involved with the mammography 

and this is how I became more interested in breast 

cancer detection and diagnosis and treatment. 
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As I said, I introduced the stereotactic 

needle biopsy in the United States from Sweden only 

because I did not think that wire localization and 

excision was a good way of doing things because 75 

to 80 percent of the biopsies that we did at the 

time were all benign. I thought that was unfair to 

women. 

So the technique was develo ed in Sweden 

and the first unit was brought into theuniversity 

of Chicago and that's where I worked with it and 

tested it against the open biopsy and others have 

done equally well and subsequently this was accepted 

by radiologists at first because 1 couldnlt sell it 

to surgeons and then the surgeons came into the 

field at'a l'ater stage. 

Breast ultrasound was also a diagnostic 

step for intervention. ft was popularized by my 

colleague, Dr. Staren, at Rush in Chicago. This was 

again a historical note which. I wa-nt,to introduce 

because both the stereotactic and ultrasound came 

together in the mid "90s when the need for 

intervention became obvious. 
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In 1997, the surgeons felt somewhat 

threatened that their practice was taken over by 

intervention or radiologists and they went to the 

College of Surgeons and they asked me and Dr. Staren 

and we formed a group and started the stereotactic 

and ultrasound courses given at the College meetings 

twice a year. 

In the earlier phases of these courses, 

we were giving certificates to the participating 

individuals so that they could go back to their 

hospitals and start practicing the intervention of 

steps being either stereotactic or ultrasound. 

A set of guidelines as was pointed out 

by the previous speaker was developed in conjunction 

with the,College a.f Radiology and I 'have a copy of 

that for the panel, 'Unfortunately, as I said, I 

didn't have enough. time to make a lot of copies, but 

it describes what this voluntary program which is 

place by,the College of Surgeons for their fellows 

and for their-practicing fellows is all about. 

My comment is that the practice of 

surgery is becoming more and more image dependent. 



1 And you can see that if you go into any set of 

2 operating rooms in the hospital that something like 

3 eight out of ten surgeons are operating on the 

4 screen. Laparoscopic cholecystectomy is a good 

5 example as most of you know in the arthroscopic 

6 procedures and so on and so on. 

7 The 21st century practice of surgery ha-s 

8 become very image dependent, Therefare, surgeons 

9 have to become cogtiizant of what the -mammographic 

10 problems are and therefore become familiar and 

11 become skilled at reading and intervening whenever 

12 is necessary. 

13 Of coursel safety of the patient and 

14 accuracy of the procedure through correct diagnosis 

15 is paramount. If you miss a cancer overdue or over 

16 practice the needle biopsy at the slightest risk of 

17 malignancy, it's a very fine skill and find 

18 experience to obtain. It takes time to be able to 
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do this procedure both withy ultrasound and the 

stereotactic. 

Now image-guided treatment of breast 

cancer is also on the horizon. I'm sure a lot of 
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you know about the laser treatment of these tumors 

as well as the radio frequency, cryosurqery. These 

are all minimally invasive means of treating but 

image dependent methods of treating breast cancers. 

Surgeons are also involved with the placement of 

the radiation devices for partial treatment of 

breast tumors. So as I said, earlier on, more and 

more image dependent technology is coming into the 

field and we just have to learn about them. 

In my opinion, the current stereotactic 

biopsy program as I have given copies to the panel 

members is adequate for practicing surgeons and 

should serve the primary goals of patient safety and 

the diagnosis of cancer. It's not popular with 

surgeonsand radiologists for a variety of reasons, 

It adds a little bit more to their busy schedule. 

You just have to submit, I'm just saying that by 

having spoken to several surgeons in the past week, 

that if they are.working with radiologists, life is 

made easier for them because the mechanism is 

already in existence Eor the submission,of the 

application. 
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1 But if they are independent, they have 

2 to come up with the resources in order to fulfill 

3 the requirements and I think that's one of the 

4 questions that was.brought up earlier on does 

5 everyone~ful,fill these,requirements or participate 

6 in these voluntary programs or not. I‘m trying to 

7 explain one of the reasons why it has not been 

8 followed:through by a lot of surgical practitioners 

9 as independent practitioners. 

10 I personally believe that the problem of 

11 dealing with breast disease and breast abnormalities 

12 should be address.ed by the Residency Review 

13 Committeq. This is a committee which reviews, the 

14 material.taught to the surgiczal residents. I think 

15 image guided ,breast biopsy and therapy should become 

16 part of the resident training program. 

17 What we are dealing with now is insure 

18 that todayl$ practicing surgeons are fami,liar and 

19 
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they practice correctly and they know how to handle 

biopsy or how to read the mammogram and so on. I 

think for the future this should,& addressed at a 

much earlier stage of training of the surgeons. 
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1 

2 

3 

4 

You should be taught at the residency 

level at the major teaching hospitals. They all 

should have ,image guided training programs. This is 

a rapidly evolving field for which the trainees 

5 should be given instructions and tb,en subsequently 

6 

7 

8 

the American Board of,Surgery should test them in 

order to assure that they are qualified for practice 

in this field. 

9 

10 

11 

12 

13 

14 

15 

That's'my last one. I addressed the 

subject in a very general way but I would be happy 

to answer any specific questions to the best of my 

ability. 

GHaIR HENDRICKS: Yes. F,rom the panel 

first. Dr. Williams. 

MEMBEXWILLIAMS: This is Mark Williams. 

16 
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21 

22 

This is actually a question for either of the last 

two speakers. I was wondering, The ACR was 

obviously involved in putting together this 

accreditation program for the AC% Could either of 

you just say in a couple of sentences what the major 

differences are between the two in terms of either 

the accreditation application process or in the 
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1 quality control prc~edurss recommended?' 

2 DR. DC&WLATSHAHI: As far as I know, 

3 there isn't a whole lot of difference. T,he brochure 

4 that I gave.you I was involved with this development 

5 about four or five years ago -and then it was 

6 recently:revised. But it was deve,loped j.ointly with 

7 the College 'of Radiologists. Would you.like to add 

8 to that? 

9 MS. BUTLER: Penny Butler, American 

10 College of Radiology. The requirements, of the 

11 program are exactly the same between the American 

12 College of Surgeons' program and the American 

13 College of Radiology's program, The really only 

14 difference is administrative. The initial contact 

15 is made through‘the American College of. Surgeons' 

16 Office but the review is done by the American 

17 College of Radiology reviewers for the American 

18 College of Surgeons program and then the results 

19 

20 

21 

22 

letter obviously goes to the facility from the 

American College of Surgeons. 

CBAIR IIEHDRICKS: I have a question for 

clarification., Penny, please regarding the 
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1 applications. Have they all been under the 

2 collaborative track or have some facilities, some 

3 physicians, applied and been accredited on the 

4 independent setting track? 

5 MS. BUTLER: In the American College of 

6 Radiology program, I would say most of the 

7 applications come under the independent setting 

8 track and because mostl,y radiologists are attracted 

9 to the ACR program, most of those would be 

10 radiologists. Although we do- have some surgeons 

11 apply to our program and theytll also apply to the 

12 American College of Surgeons. 

13 CHAIR HENDRICKS: I do note in reviewing 

14 the document that there do seem to be some 

15 differences related- to the quality assurance 

16 activities. This is in response to Dr, Barr's 

17 comment about following up the number, some audits 

18 details,, of ,biopsies, cancers, followed, biopsies 

19 

20 

21 

22 

needing repeat biopsies and then the false negative 

and PPV values in the practice. So is there some of 

that data that is being generated now as part of the 

current accreditation process for the physicians on 
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1 the indepem$ent trsck? 

2 MG. BUTLER: Unfort~unately at this time, 

3 we are requesting this audit data butt it% not a 

4 requirement that tley do it and I think I have that 

5 in here. But we're trying to get that data. I 

6 don't have that da$a analyzed in order to present. 

7 But another thing 1: did want to point 

a 

9 

10 

out to Dr. Barr's question, of course you only think 

of these.after you sit down, is regarding the 

diagnosis and correlation we don't have that for 

11 mammography either. 

12 CHAIII' HENDRICKS: Thank you. I have one 

13 other question for both‘ of you re‘lated to how the 

14 surgeons who participate in the collaborative 

15 setting track to meet these-accreditation~criteria, 

16 how they document that they have read the 480 

17 

ia 

19 
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22 

mammograms in conjunction with a radiologist or 

independently with separate, I don't know what the 

language is, for canfirmation of their mammography 

requirement tb be accredited? 

DR. DOWLATSHAHI: I think if L just 

answer that question with the focus on surgeons who 

79 
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1 more than 50 percent of their practice is breast 

2 

3 

4 

surgery. They see easily, myself I see, more than 

20 patients a week and that comes up to 1,000. I 

think that's because 95 percent of my practice is 

5 breast surgery. But for those who are even 50 

6 

7 

8 

9 

percent of their practice is breast they easily see 

480 mammograms either independently or in 

conjunction with a radiologist. 

CBAIR HENDRICKS: So is that an 

10 assumption that those physicians met that criteria 

11 

12 

13 

14 

15. 

based on this descriptor or is there some-way to 

quantitate the mstter? 

DR. DOWLATSHAHI: Do they actually write 

it down on a daily or weekly basis? I think some do 

but not all. 

16 

17 

18 

19 

20 

21 

22 

CHAIR HENDRICKS: So it's not a 

requirement at this point in time to demonstrate 

that the physicians on the collaborative setting 

track the mammograms. 

DR. DOWLATSHAHI: That's part of the 

requirements. It% part of the requirements that 

they should read or interpret that many mammograms 
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every year in order to remain on the ball. 

CHAIR HENDRICKS: 'Thank you; Yes, 

Penny. 

MS. BUTLER: Penny Butler, ACR. From 

the American College of Radiqlogy perspkxtive just 

to differentiate, the American College of Surgeons 

evaluate the personnel qualifications and the ACR 

evaluates the personnel quali,fications for 

facilities accred,iting through us. We require them 

to sign an attestation that they have met these 

qualifications and then when we do site visits, we 

notify them that they must agree to a site visit at 

any time. When we do our site visits, one of the 

things thatwe look for is a log for whatever 

setting they're in that they actually have that 

documentation in place. 

CHAIR ~WENDRICKS: Thank you'very much. 

Other questions or comments from the panel or from 

the audience? Yes, Carol. 

MEMBER MOUNT: I have a question for 

both of you or either one. What happens when you 

have a facility where the radiology department has 
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an accredited biopsy table and the radiologist and 

their team is accredited. The surgeon also wishes 

to use that table and they are not accredited? What 

happens or does it work? 

DR. DOWLATSHAHI: This is Dowlat from 

Chicago.' I think the surgeon usually has taken the 

trainingcourse either by the College of Surgeons or 

by another accredited organization and is familiar 

with this procedure. Therefore he‘may not have that 

document.from the College of ,Surgems yet if that is 

what ,you are talking about. 

,MEMBER MOUNT: Right. I'm just 

wondering. Is it then legal for him to use this 

machine that is accredited? 

DR. DOWLATSHAHI: Is it legal? 

MEMBER MOUNT: If' it were a mandated 

process, would it be? 

DR. DOWLATSHAHI: I think that would be 

yes. But at this point because it's a voluntary 

program the onus is on the surgeon to have taken the 

course and to have passed the test because also 1 
I 
I 

taking the course, they are given a test to insure 
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that they have understood and they know,how the 

machinery works before they go to the site. When 

they go to the site, they usually are supervised in 

the first cases either by another stirgeon or by a 

radiologist, 

MS. BUTLER: Penny Butler, American 

College of Radiology. In the ACR program, I would 

hope that scenario would be covered under a 

collaborative setting and that the surgeon would be 

working with a radiologist in that setting and would 

have the appropriate documentation available to show 

that the individual is qualified. 

Unfortunately, thatls not always the 

case and the accreditatian has been appgied for by a 

radiologist. One thing that we have in‘our survey 

agreement with all of our voluntary accreditation 

participants is that all personnel that work in the 

procedure must be qualified and that-the lead 

interpreting physician there is responsfble to 

making sure ,that all personnel meet the 

qualifications. If the qualifications can't be 

documented that they've been met, the American 
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1 College of Radiology would have to look at as to 

2 whether their accreditation could be maintained. 

3 CBAIR ETENDRICKS: Thank you very much. 

4 

5 

6 

7 

Any other questions, or comments from ths panel? 

Yes, Dr. Ferguson. 

MEMBER FERGUSON: Does the American 

College of Surgeons believe that accreditation 

8 should be mandatory? 

9 DR. DUWLATSBAHI : Not being directly in 

10 the College myselfY I think the answer is that at 

11 this time they think if the voluntary sjstem works 

12 they should keep it as such. This very question was 

13 actually'debated several years ago when I was 

14 intimating involved with thi-s program and it was 
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tabled. I don't know what is the' ofzficial view of 

the college at this time. 

MEMBER FERWSON: Your personal view. 

DR. DOWLATSHAHI: My personal view is 

that this is a kind of a skill that a surgeon should 

have. If he or she is going to treat a patient for 

diagnosis or treatment, it makes no difference 

whether it is an imaging program related to breast 
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or to the heiart or liver orgall bladder or 

something. He and she should have that skill. It's 

the same as a biopsy, introduce that instead of full 

dissection. Thirty patients are a minimum number 

of cases done before the surgeon knows that he or 

she is adequately skilled to operate on their own. 

The same thing is here. I think they 

should know enough to be comfortable and secure that 

they do a good job and they fulfill the criteria for 

QA and QC. 

MEMBER SEGELKEN: Jane Segelken. I just 

have a comment about that and in.a rural community 

for example where I'm from,, there are only 20 people 

a year even diagnosed with breast cancer. So when 

you're talking about such a small number of people 

to have that kind of experience may or may not 

happen. So at least you'll have an important 

comment to make. 

CHAIR HENDRICKS: The access question. 

Do you want to respond to her before we move to the 

next comment from a panel member? 

DR. DQWLATSHAHIi Sure. You want me to 
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respond to that. I think a small community is when 

20 breast cancers are diagnosed a year. It may 

unfair for a surgepn or radiologist to go into the 

trouble of learning this pracedu,re and to became 

quite skilled at it. I think itmay be better if 

the people from the small community went to a larger 

community near by. I don't know the geographic 

location of your center, but I think it would be to 

the advantage of the patient to travel maybe 50 

miles to a larger center where the surgeons and 

radiologists are very accustomed to this technology. 

CHAIR HENDRICKS: Thank you. Another 

comment from the panel? 

MEMBER MARTIN: -Melissa Martin. A 

question and maybe I missed it. You're both talking 

about programs. We've heard numbers about 3,000 

units available. We saw numbers around 475 are 

currently voluntarily accredited. Do yau have a 

breakdown of how many are accredited through the ACS 

program and how many of those 475 or so through the 

ACR program are the standalone surgical centers? 

DR. DOWLATSHAHI: I think mast of the 
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numbers that given to you are by the AC Very few 

are through the ACS. 

MS. BUTLER: Penny Butler, American 

College of Surgeqns. (Laughter.) Let me take that 

back. 

her. 

DR. DOWLATSHABI: Now that you brainwash 

,MS. BUTLER: Currently with the American 

College of Radiology. Currently we have in our 

records I believe it's 12 facilities accredited 

through the American College.of Surgeon-s. I don't 

have a precise number for the numbes of independent 

surgical practices that are accredited through the 

American College of Radiology. It's not a large 

number though. 

CJXAXR HENDRICKS: Care-lyn Hendricks, 

just a follow-up. What steps can ACR take and ACS 

take to in&ease the proportion of centers that 

participate in the program if we want to continue 

along the voluntary pathway? 

MS. BUTLER: We have been trying. For 

all of our voluntary accreditation programs, we've 
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1 embarked'on a marketing effort to raise the 

2 visibility of these programs. There has been some 

3 success working through third party payers who are 

4 obviously very much interested in scorecards and 

5 paper performance and everything else and some of 

6 them have become more interested. But I think if 

7 you look.at the tracking of the number of facilities 

8 that have achieved accreditation since 2000 it 

9 doesn't appear that this has made a significant 

10 difference. 

11 :CKAIR RENDRICKS: Thank you, Maybe 

12 we'll take one more comment before our break. 

13 Welcome. 

14 MS. WILCOX: In terms of the third party 

15 payer -- 

16 CHAIR HENDRICKS: Please,introduce 

17 yourself. 

18 MS. WILCOX: I'm sorry, Ram Wilcox, 

19 

20 

21 

22 

American College of Radiology. 

CRAIR HENDRICKS: Thank you, 

MS. WILCOX: In terms of third party 
I 
I payers, the,ACR has been heavily marketing our 
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accreditation programs to payers as a way to improve 

quality. And unfortunately, although my soapbox is 

frequently 'to talk about stereotactic breast biopsy 

and breast ultrasound and the. deficiency rates that 

we see there, they're ,really not interested because 

they're not high ticket enough items. They're much 

more interested in MR, CT and BET. So it is highly 

unlikely from my experience that the payers are 

going to look at making these programs mandatory. 

Thank you. 

CHAIR HENDRICKS: Thank you. Yes, one 

comment.' Diane. 

MEMBER RINELLA: Just one quick final 

question. Diane Rinella. Of these facilities that 

are accredited with the ACS, 'these stereotactic 

tables, then that facility that is AC5 certified 

does not have to have onsite a radiologist. Is that 

correct? So then the surgeon is going to be looking 

at films that the patient has brought in, assessing 

those films and then targeting the area,themselves, 

DR. DOWLATSHAHI: That,'s correct. 

MEMBER RINBLLA: Okay. Thank you. 



1 

2 

3 

4 

5 

6 

7 

a 

9 

10 

11 

12 

13 

14 

15 

16 

17 

18 

19 

20 

21 

22 

90 

MS. SPRINKLE: I just have one comment. 

CHAIR HENDRICKS: Please introduce 

yourself at the mike first. 

MS. SPRINKLE: Yes II Susan Sp‘rinkle, 

mammographer, mammography techno&ogist and 

consultant with Advanced Health Education Center in 

Houston.' I j,ust .have a comment. Since'Diane 

brought that up, it's the perfect time. It is also 

if you are not accredited, if your stereotactic 

program is not accredited, through. the American 

College of Radiology, you do not have to have a 

qualified mammographer doing the procedure with the 

radiologist QT the surgeon. We have gotten request 

at my company to train RTs to do stereo,tactic 

procedures and we have issues with that. We believe 

that a technologist that is assisting a radiologist 

or a surgeon in a stereotactic procedure should be 

a qualified mammographer, 

CHAIR HENDRICKS: Thank you for that 

comment and with that we'll take .a 15 minute break. 

O ff the record. 

(Whereupon, the foregoing matter went 



1 off the record at lo:48 a.m. and went back on the 

2 record at ll:c)3 a.m.) 

3 

4 

5 

6 

7 

8 

9 

10 

11 

12 

13 

CHAIR BENT;)RICKS: On the record. IId 

like to reconvene the meeting and ask the panel 

members in the audience to take their seats. Again 

just as housekeeping item, we want to ask all the 

speakers at the podium to state their names clearly 

so that it can be incorporated in the transcript of 

the meeting and so that our panel member at a 

distance can hear all the comments. .We'would like 

to keep the noise i-n the audi:ence at a minimum so 

the participants and the panel;members can hear the 

speak,ers. 

14 

15 

16 

17 

‘With that, we'd like to welcome our 

speaker to the podium, Donald Flater who is Chief of 

the Iowa Bureau of Radiologic Health. Welcome. 

MR. FLATER: Good morning. I want to 

18 make something, perfectly clear and that, is in Iowa 

19 

20 

21 

22 

stereotactic accreditation and certification is 

mandatory. 

Iid like to first start out by giving 

you a little bit of information about the State of 
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Iowa and our program. We only have 2.8 million 

people in the whole State of sIawa. We have 138 

hospitals. Of that, 96 of the hospitals are below 

50 beds and-probably half of that number are below 

20 beds. So we doq't have a lot of big ones. We 

have one large one or we think it's large and that's 

a 1,200 bed and,tha,t of course is the University of 

Iowa Hospital. We currently have 156 mammography 

units in the State of Iowa plus we have two digital 

units. That does not include the count on the 

stereotactics; 

Now I'll refer to the handout that you 

have. Stereotactic units in Iowa, we have 24 which 

of that 24 there are two units that are mobile and 

there are three units that are upright. The rest of 

them are the supplying type%units. Currently we 

have 85 radiologists in 22 facili-ties and physicians 

that are not radiologists, we have 24 that are in 

six facilities. Two of those facilities .are solely 

surgeon facilities. They have no connection to 

radiologists.‘ end four of those fqcilities have 

both radiologists and surgeons that use the 
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stereotactic units, 

Listed belowI the information on the 

physicians, are the noncompliance issues that we've 

had s,o far in 2005 relative to our regulatory 

program. We inspekt each and every mammography unit 

and stereotactic unit annually and the reason we do 

that is the Iowa Administrative Code mandates that 

we have no choice but to do that. 

You can see listed there the different 

types of noncompliances that we have found and I 

would call your attention to Items 7, 8 and 9. 

Seven, 8 and 9 all refer to one facility. The 

reason for Item No. 7 being there is that this whole 

process on these units happens to be a fraud issue 

where an individual fraudulently manufactured the 

phantom pictures. She did this on 11 different 

times that we know of. The reason that No. 7 is 

there is'our attorney believes that in ,doing this 

she definitely jeopardized the public health and 

safety relative to patients that are going through 

stereotactics. 

This individual hasin fact gone to 
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1 court and we are waiting the final decision of the 

2 judge. What we have asked is that her certificate 

3 to practice mammography be revoked which basically 

4 means that it never could come back into effect. 

5 This happens to be an individual that has 26 years 

6 of experience at the facility where she- did in fact 

7 the fraudulent activity and she does have about four 

8 years in another place. So she has 30 years of 

9 experience. We also found the same type of 

10 fraudulent activity in the regular mammography 

11 program. 

12 You can see the rest of the information 

13 that's down there, the different ways that 

14 physicians can become qualified. Also attached 

15 there are the rules do specifically address the 

16 stereotactic processes and an the bottom of it you 

17 will notice the note the Iowa Administrative Code. 

18 You have to be a littIe careful in Iowa. 

19 

20 

21 

22 

We talk about things like Iowa Code and Iowa 

Administrative Code. Iowa Code is law. Iowa 

Administrative Codes ahe rules. I give yau this 

information and if you111 note thet on page 42 of 
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1 the document is where the actual stereotactic 

2 information can be .found. 

3 We change rules on a routine of about 

4 once a year. As things change, we change rules as 

5 they're necessary. So it's a process we don't worry 

6 about. We're not like some places that take a long 

7 time to get .rules through. Our maximum,amount of 

8 time for a rule is from the time it becomes a 

9 notice, +bout five months, and it's in place. so we 

10 don't have a Long period of time. 

11 I would say that the program has worked 

12 

13 

14 

well. We started back in the mid "90s. We have not 

had a lot of complaints at least that have come to 

my office. We did have some difficulties with the 

15 surgeon&at first because they had nevek been 

16 through such a. program or such a process. So they 

17 

18 

19 

20 

21 

22 

did have some trouble meeting some of the 

requirements. We've kept the same requirements ever 

since we started and in most cases, they have met 

them. 

We didhave a bit of a problem with some 

of the physicists inspectians and that getting them 
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done in a timely fashion and that kind of thing. 

But that will a11 straight out. It's just a matter 

of bringing it to their attention and asking them to 

get it. 

,So it's been a good process. We do 

enjoy it. Of course, this is one where we do not 

have oversight from the FDA, but we're more than 

willing to share our information with them and we do 

talk with Dr. Finder every once and a while about 

issues that come up. 

One other point that we are in fact 

trying to deal with at this point in time is the 

radiologist assistants. In~this area, we have 

received a request from a training program that they 

be allowed to provide training to the radiology 

assistants. 

,Where our concern comes in $s I know in 

the information that has been put out it says that 

they won't do any interpretation. That may be true 

in your setting that is not rural. But we have a 

number of facilities in Iowh where the radiologist 

is located at another hospital. The radiology 



1 

2 

3 

4 

assistant come in. They dotheir work and then they 

take all that information back to the hospital and 

at times, they do make interpretations. 

So I can see this program going the one 

5 

6 

7 

step further and running into that issue. I'm not 

too sure it's not going to go that same way on our 

regular mammography program. T think those requests 

8 are going to come in as we have the continued 

9 problem with people and the numberof people going 

10 into the practices and that-kind of thing especially 

11 

12 

13 

14 

15 

in the rural communities. We have one radiologist 

that covers seven different facilities, He likes to 

fly. So'he flies from one to the next one to the 

next one: But we still run into some problems 

there. 

16 So we're going to have to deal with that 

17 issue. We do approve schools and that kind of 

18 thing. So I'm sure we're going to get into the 

19 

20 

21 

22 

middle of that. 

Again as I said, .the rules are there. 

They're very specific. We do mandate and this is 

where we try to plagiarize quite bit on the ACR. We 
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do use their quality control ~information and we do 

mandate those kind of things.. That's all I have 

unless I'can answer some questions for your folks. 

CHALR EENDRZCKS: Dr. Williams. 

MEMBER WILLIAMS: This is Mark Williams. 

I just have one little ques,tion. You plagiarize 

the quality control from the ACR, but I ~notice that 

you didn't, unless I'm just overlooking.it, include 

assessment of the collimation which actually can be 

a fairly important thing in stereotactic biopsy. 

Was that on purpose? 

MIR. FLATER: It probably wasn't on 

purpose. I didn't realize it was an issue but we 

certainly can take it up and we'll take,it back and 

find out what's the problem. We do ~;tse physicists 

in fact in Xowa. In order to be a physicist on list 

you have to be either board certified or board 

eligible, one of the two. And that has never come 

up as an issue. 

One of the noncompliance problems that 

we have had, you'll notice that No. 1 is they're not 

following the recommendation of or the indication 
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from the physicist which we go baok and force them 

to do once we find out they haven't Sollowed that. 

So the colli,mation issue may beaddre,ssed at that 

point in time. If the physicist says there's a 

collimation problem, they're going to have to fix 

it. 

IYEM3ER WILLIAMS: Okay. I just didn't 

see it in your list. So I don't know if the 

physicist is looking at it or not. 

MR. FLATER: I certaj.nly will. check on 

it. 

CHAIR HENDRICKS: Carolyn Hendricks., 

Panel Chair. Just for clarif,ication, does your 

program have the same clinical component as the ACR 

program and, if so, what are -the details related to 

the image review? 

MR. FLATER: The image review, we 

require that they do provide ,images. The images go 

in front of what we calf our cPinica1 image review 

group. We have seven radiologists under contract. 

We provided the funding for them to all be trained 

as individuals that do stereotactics. We had that 



1 done at the University of Iowa and then they are 

2 required to meet the same requirements as we have 

3 here. Even though they don't necessariEy have 

4 stereotactic at their facility, they have to meet 

5 the same'requirements in order to be an 

6 

7 

8 

9 

interpreting physician. 

CHAIR BENDRICKS: Did you employ similar 

criteria:for pass and fail and/if so, what kind of 

data do you have on your facilities at this point in 

10 time regarding pass rates and failure rates? 

11 MR. FLATER: I can't answer that 

12 question because I'm not the one that takes care of 

13 that part of it. I listened to wh,at. Penny had to 

14 say and I'm certainly going.to go back and ask our 

15 folks exactly what; criteria they do use for the 

16 actual image review process, 

17 CHAIR HENDRICKS: Yes. Dr. Barr from 

18 the audience. 

19 

20 

21 

22 

Helen Barr, FDA. Mr. Flater, 

do you haveany evidence that with your mandatory 

program that there has been either an increase in 

capture of lesions during stereotactic biopsy or a 
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